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ABBVIE ANNOUNCES NEW ANALYSIS EVALUATING 
EARLY RESPONSE OF HUMIRA

®
 (ADALIMUMAB) 

TREATMENT IN PAEDIATRIC PATIENTS WITH 
MODERATELY TO SEVERELY ACTIVE CROHN’S DISEASE 
 

 Post-hoc analysis of the Phase 3 IMAgINE-1 trial suggested HUMIRA may induce clinical remission and 

response at week 4  

 

XX November 2013 
 

AbbVie has announced results from a post-hoc analysis of the IMAgINE-1 trial evaluating HUMIRA® 

(adalimumab) in paediatric patients aged six to 17 years with moderately to severely active Crohn’s disease 

who failed, were intolerant to or had contraindications to conventional therapy. Results from the analysis 

showed adalimumab induced clinical remission and response at week 4. These results were presented at the 

United European Gastroenterology Week (UEGW) annual congress in Berlin, Germany, and the American 

College of Gastroenterology annual meeting in San Diego, California.  

 

Earlier in the year, adalimumab was separately accepted for use in both Scotland and Wales, by the Scottish 

Medicines Consortium (SMC) and the All Wales Medicines Strategy Group (AWMSG), for the treatment of 

severely active Crohn’s disease in paediatric patients aged six to 17 years of age who have had an inadequate 

response to conventional therapy, including primary nutrition therapy, a corticosteroid, and an 

immunomodulator, or who are intolerant to or have contraindications for such therapies.
i
 

  

In this post-hoc analysis of 192 patients, 81% responded to weight-based induction therapy with adalimumab 

at week 4. 27% of patients achieved remission with adalimumab at week 4, with comparable rates of remission 

between the higher dose and lower dose groups (29% vs. 23%, p=0.36).  

 

In the IMAgINE-1 trial, all paediatric patients with Crohn’s disease received adalimumab. A greater per cent of 

patients in the higher dose adalimumab group (39%) achieved clinical remission compared to the lower dose 

adalimumab group (28%) at week 26 (p= 0.075). At week 52, the proportion of patients in clinical remission in 

the higher dose adalimumab group (33%) was greater than the lower dose adalimumab group (23%, p=0.100). 

 

Commenting on the analysis, Dr James Lindsay, Consultant Physician and Gastroenterologist at Barts Health 

NHS Trust, said: “Paediatric Crohn’s disease can be a debilitating condition, severely disrupting childhood and 
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adolescence and making it difficult for some children to cope emotionally. Data showing that a particular 

treatment can lead to fast remission is a welcome boost”. 

 

Crohn’s disease is a chronic, potentially debilitating condition of the gastrointestinal (GI) tract
ii
  that is 

estimated to affect up to 115,000 people in the UK
iii
.
 
 Crohn’s disease is especially difficult in the paediatric 

population during a key time in physical and social development.
 iv

   

 

About IMAgINE-1
v
 

The Phase 3 IMAgINE-1 trial was a 52-week, multicenter, open-label, dose-blinded study of 192 patients 6 to 

17 years old with a Paediatric Crohn’s Disease Activity Index (PCDAI) scores greater than 30 for whom 

conventional treatment was unsuccessful. More than 40 percent of patients in the study had previous 

exposure to TNF blockers. In the study, adalimumab therapy was initiated with a 4-week induction period 

consisting of 80 mg and 40 mg at weeks 0 and 2, respectively, for patients with body weight <40 kg; or 160 mg 

and 80 mg at weeks 0 and 2, respectively, for patients with body weight ≥40 kg. Following the induction period, 

188 patients were randomised 1:1 to higher dose or lower dose double-blind adalimumab treatment (higher 

dose: 20 mg every other week for patients with body weight <40 kg or 40 mg every other week for patients 

with body weight ≥40 kg; lower dose: 10 mg every other week for patients with body weight <40 kg or 20 mg 

every other week for patients with body weight ≥40 kg). The primary endpoint was the proportion of patients 

in clinical remission (PCDAI≤10) at week 26. An additional endpoint included the proportion of patients in 

PCDAI clinical remission at week 52.  

 

In the IMAgINE-1 trial, the safety profiles of both dosing groups in this study were similar, and these results 
were comparable with the known safety profile of adalimumab including infectious adverse events, injection 
site reactions, allergic reactions and hematologic-related adverse events. 
 

 

About Paediatric Crohn’s disease 

Paediatric Crohn’s disease is estimated to affect up to 200,000 children worldwide
vi
 and is characterised by 

periods in which the disease flares and causes increased symptoms.
vii

 These episodes can be followed by times 

of remission—periods in which symptoms decrease.
vii

 In addition to symptoms such as cramping, abdominal 

pain, weight loss and diarrhoea,
vii

 paediatric Crohn’s disease can affect children in several ways unique to this 

age group, including delayed growth and/or puberty.
ii  

 

About HUMIRA
i
 

HUMIRA® (adalimumab) is a prescription medicine licenced for the treatment of moderate to severe active 
rheumatoid arthritis, active polyarticular juvenile idiopathic arthritis, active and progressive psoriatic arthritis, 
severe active ankylosing spondylitis (AS), severe axial spondyloarthritis without radiographic evidence of AS, 
moderately to severely active Crohn’s disease and ulcerative colitis in adults, severe active Crohn's disease in 
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paediatric patients, and moderate to severe chronic plaque psoriasis. Please refer to the Humira Summary of 
Product Characteristics (SmPC) for full product information which can be found at www.medicines.org.uk.  
 

About AbbVie 
AbbVie is a global, research-based biopharmaceutical company formed in 2013 following separation from 
Abbott. The company’s mission is to use its expertise, dedicated people and unique approach to innovation to 
develop and market advanced therapies that address some of the world’s most complex and serious diseases. 
In 2013, AbbVie employs approximately 21,000 people worldwide and markets medicines in more than 170 
countries. For further information on the company and its people, portfolio and commitments, please visit 
www.abbvie.co.uk. 
 
 
                                                                 
i
 Humira Summary of Product Characteristics (SmPC). Accessed at: 
http://www.medicines.org.uk/EMC/medicine/21201/SPC/Humira+Pre-filled+Pen,+Pre-
filled+Syringe+and+Vial/  
ii
 Walters, TD, Griffiths, AM. Mechanisms of growth impairment in pediatric Crohn's disease. Nature Reviews. 

Gastroenterology & Hepatology. Sep 2009;6(9):513-523. 
iii
 NICE Clinical Guideline 152, October 2012. Accessed from: http://publications.nice.org.uk/crohns-disease-

cg152 Last accessed September, 2013 
iv
 Mackner L, Sisson D, Crandall W. Review: psychosocial issues in pediatric inflammatory bowel disease. J. 

Pediatr Psychol. 2003;29(4): 243-257. http://jpepsy.oxfordjournals.org/content/29/4/243.full Last accessed 
September, 2013. 
v
 Hyams JS, Griffiths A, Markowitz J, et al. Safety and efficacy of adalimumab for moderate to severe Crohn's 

disease in children. Gastroenterology. 2012;143(2):365-74.e2. 
vi
 Benchimol EI, Fortinsky, KJ, Gozdyra, P, et al. Epidemiology of pediatric inflammatory bowel disease: a 

systematic review of international trends. Inflamm Bowel Dis. 2011;17:423–439. 
vii

 Crohn’s disease. PubMed Health website. http://www.ncbi.nlm.nih.gov/pubmedhealth/PMH0001295/ Last 
accessed September, 2013. 

http://www.medicines.org.uk/
http://www.abbvie.co.uk/
http://www.medicines.org.uk/EMC/medicine/21201/SPC/Humira+Pre-filled+Pen,+Pre-filled+Syringe+and+Vial/
http://www.medicines.org.uk/EMC/medicine/21201/SPC/Humira+Pre-filled+Pen,+Pre-filled+Syringe+and+Vial/
http://publications.nice.org.uk/crohns-disease-cg152
http://publications.nice.org.uk/crohns-disease-cg152
http://jpepsy.oxfordjournals.org/content/29/4/243.full
http://www.ncbi.nlm.nih.gov/pubmedhealth/PMH0001295/

